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1. This report is the international preliminary examination report, established by this International Preliminary Examining 
Authority under Article 35 and transmitted to the applicant according to Article 36. 



This REPORT consists of a total of _ 



_ sheets, including this cover sheet. 



3. This report is also accompanied by ANNEXES, comprising: 

a. (sent to the applicant and to the International Bureau) a total of _ 



_ sheets, as follows: 



I | sheets of the description, claims and/or drawings which have been amended and are the basis of this report 
and/or sheets containing rectifications authorized by this Authority (see Rule 70.16 and Section 607 of the 
Ao"ministrative Instructions). 

| | sheets which supersede earlier sheets, but which this Authority considers contain an amendment that goes 
beyond the disclosure in the international application as filed, as indicated in item 4 of Box No. I and the 
Supplemental Box. 

(sent to the International Bureau only) a total of (indicate type and number of electronic carriers)) 
, containing a sequence listing and/or tables related thereto, in computer 



readable form only, as indicated in the Supplemental Box Relating to Sequence Listing (see Section 802 of the 
Administrative Instructions). 



This report contains indications relating to the following items: 

1^1 Box No. I Basis of the report 

I I Box No. II Priority 

0*3 Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

03 Box No. IV Lack of unity of invention 



Box No. V 



Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



I2SJ Box No. VI Certain documents cited 

□ 

Box No. VII Certain defects in the international application 

□ 

Box No. VIII Certain observations on the international application 
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INTERNATIONAL PREufl^RY REPORT ON PATENTABILITY 


I^^Hional application No. 

^^CT/JP2003/012075 


Box No. I Basis of the report 


1 . With regard to the language, this report is based on the international application in the L 
otherwise indicated under this item. 


anguage in which it was filed, unless 



This report is based on translations from the original language into the following language 
which is language of a translation furnished for the purpose of: 

I 1 international search (under Rules 12.3 and 23.1(b)) 

I 1 publication of the international application (under Rule 12.4) 

I I international preliminary examination (under Rules 55.2 and/or 55.3) 



2. With regard to the elements of the international application, this report is based on (replacement sheets which have been 
furnished to the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report): 

DK1 The international application as originally filed/furnished 
I | the description: 



, as originally faedVfurnished 



_ received by this Authority on 
_ received by this Authority on 



| | the claims: 

P a S es , as originally filed/furnished 

P & S^s* , as amended (together with any statement) under Article 19 

P a g es *. received by this Authority on 

pages* received by this Authority on ^ 



I I the drawings: 

pages . , as originally filed/fumished 



_ received by this Authority on 
_ received by this Authority on 



[__] a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 



3 . [__ The amendments have resulted in the cancellation of: 

I I the description, pages 

I I the claims, Nos. 

I I the drawings, sheets/figs . 

I I the sequence listing (specify): 

I I any table(s) related to sequence listing (specify): 



4. (__ This report has been established as if (some of) the amendments annexed to this report and listed below had not been 
made, since they have been considered to go beyond the disclosure as filed, as indicated in the Supplemental Box 
(Rule 70.2(c)). ^ 

I I the description, pages 

I | the claims, Nos. 

I I the drawings, sheets/figs 

I I the sequence listing (specify): 

I I any table(s) related to sequence listing (specify): 



* If item 4 applies, some or all of those sheets may be marked "superseded. " 
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Box No. m Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be industriaUv 
applicable have not been examined in respect of: ' 

international application. 

IHI claims Nos. 29.31.33. 34 



?| the said international application, or the said claims Nos. 29. 31. 33. 34 

relate to the following subject matter which does not require an international preliminary examination (specify): 
See supplemental sheet 



| | the description, claims or drawings (indicate particular elements below) or said claims Nos. 
are so unclear that no meaningful opinion could be formed (specify): 



□ the claims, or said claims Nos. are so i na i\ en x^t^ q,,™™-^ 

by the description that no meaningful opinion could be formed. inadequately supported 

no international search report has been established for said claims Nos. 29.31.33. 34 



□ die nucleotide and/or amino acid sequence listing does not comply with the standard provided for in Annex C of the 
Administrative Instructions in that: 

the written form Q has not been furnished 

I I does not comply with the standard 
the computer readable form Q has not been furnished 

I I does not comply with the standard 

□ the tables related to the nucleotide and/or amino acid sequence listing, if in computer readable form only, do not comnlv with 
the technical requirements provided for in Annex C-bis of the Administrative Instructions. 

I 1 see Supplemental Box for further details. 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 



Continuation of: 1 1 1 . 1 



Claims 29, 31, 33 and 34 pertain to methods for the 
treatment of the human body by therapy, and thus relate 
to a subject matter for which this International 
Preliminary Examining Authority is not required to carry 
out an international preliminary examination under the 
provisions of PCT Article 34(4) (a) (i) and PCT Rule 
67.1(iv) . 



Form PCT/IPEA/409 (Supplemental Box) (January 1994) 



I In^^Honal application No. 

INTERNATIONAL PRELImI^RY REPORT ON PATENTABILITY I ^^CT/ JP2003 10 1 2075 



Box No. IV Lack of unity of invention 



1. \X\ In response to the invitation to restrict or pay additional fees the applicant has: 

I | restricted the claims. 

[J paid additional fees. 

1 | paid additional fees under protest. 

1X1 neither restricted nor paid additional fees. 

0 I 1 This Authority found that the requirement of unity of invention is not complied with and chose, according to Rule 68.1, 
' 1 — ' not to invite the applicant to restrict or pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 is 

I I complied with. 

DKI not complied with for the following reasons: 
See supplemental sheet 



4. Consequently, this report has been established in respect of the following parts of the international application: 
l~l all parts. 

&\ the parts relating to claims Nos. 1-28. 30. 32 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 
Continuation of. IV • 3 

Claims 1, 2, 5-2 6 and 3 0 pertain to medicaments 
that comprise a combination of a dipeptidyl peptidase IV 
inhibitor and a biguanide agent, whereas claims 3, 4, 27, 
28 and 32 pertain to medicaments that potentiate the 
action of activated GLP-2 in the blood. 

The common feature among claims 1-28, 30 and 32 is 
the feature of being medicaments that are used for the 
treatment of diabetes or the like. However, the feature 
in question lacks novelty and is so well known that no 
citation should be necessary; therefore, the common 
feature in question cannot be considered to be a special 
technical feature. 

In addition, there is no other feature common to 
all of the claims which can be considered to be a special 
technical feature; consequently, the present application 
is considered to include two inventions . 
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1. 


Statement 
Novelty (N) 


Claims 


5-16 




YES 






Claims 


1-4, 17-28, 30, 


3 2 


NO 




Inventive step (IS) 


Claims 


5-16 




YES 






Claims 


1-4, 17-28, 30, 


32 


NO 




Industrial applicability (IA) 


Claims 


1-28, 30, 32 




YES 






Claims 






NO 


2. 


Citations and explanations 
Document 1 : WO 


02/002560 A2 


(Novo Nor disk A/S) , 


10 





V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial a 
citations and explanations supporting such statement 



January 2 0 02 

Document 2: WO 02/068420 Al (Boehringer Ingelheim Pharma 

KG) , 0 6 September 2 0 02 
Document 3: WO 01/052825 A2 (Novartis A.-G.), 26 July 

2001 

Document 4: WO 01/097808 Al (Smithkline Beecham PLC), 27 
December 2001 

Document 5: S - A. HINKE, "Metformin Effects on 

Dipeptidyl Peptidase IV Degradation of 
Glucagon-like Peptide-1," Biochem. Biophys . 
Res. Commun., 15 March 2002, Vol. 291, No. 
5, pp. 1302-1308 

Document 6: S. A. HINKE, "On Combination Therapy of 
Diabetes with Metformin and Dipeptidyl 
Peptidase IV Inhibitors," Diabetes Care, 
August 2002, Vol. 25, No. 8, pp. 1490-1491 



[1] The inventions that are set forth in claims 1-4, 17- 
28, 30 and 32 are disclosed in documents 1-6 cited in the 
international search report; therefore, they lack novelty 
and do not involve an inventive step. 

Documents 1-6 disclose medicaments that that 
comprise a combination of a dipeptidyl peptidase IV 
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inhibitor and a biguanide agent; furthermore, documents 1 
and 2 disclose xanthine derivatives that correspond to 
general formula (II) as dipeptidyl peptidase IV 
inhibitors . 



[2] The invention that is set forth in claims 5-16 is not 
disclosed in the documents that are cited in the 
international search report or in any of the documents 
that are considered to be related to the invention in 
question, and is not obvious to a person skilled in the 
art . 
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Box No. VI Certain documents cited 



. Certain published documents (Rule 70.10) 

Application No. Publication date Filing date Priority date (valid claim) 

Patent No. (day/month/year) (day/month/year) (day/monthfyear) 



WO 03/004496 Al 16 January 2003 (16.01.2003) 27 June 2002 (27.06.2002) 03 July 2001 (03.07.2001) 

(NOVO NORDISK A/S) 
[E,X] 



2. Non-written disclosures (Rule 70.9) 

Date of written disclosure 

Kind of non-written disclosure Date of non- written disclosure referring to non-written disclosure 

(day/month/year) (day/month/year) 
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